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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 29 August 2003 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 7-74 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) 7-74 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) KI The drawing(s) filed on 29 August 2003 is/are: a)03 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)C]AII b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) Notice of References Cited (PTO-892) 

2) [U Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) (El Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 28 November 2003 . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) D Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 
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Part of Paper No./Mail Date 06202005 
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Detailed Action 



Priority 

Applicant has not complied with one or more conditions for receiving the benefit of an 
earlier filing date under 35 U.S.C. § 1 1 1 as follows: 

An application in which the benefits of an earlier application are desired must contain a 
specific reference to the prior application(s) in the first sentence(s) of the specification or in an 
application data sheet by identifying the prior application by application number (37 CFR 
1 .78(a)(2) and (a)(5)). If the prior application is a non-provisional application, the specific 
reference must also include the relationship (i.e., continuation, divisional, or continuation-in- 
part) between the applications except when the reference is to a prior application of a CPA 
assigned the same application number. 

Provisional application 60/398,040 filed 24 July 2002 has identical claims to the instant 
application, but there is no reference to that application. 

Claim Objections 

Claim 12 is objected to because of the following informalities: 

Claim 12 provides for the use of a radiopaque marker, but, since the claim does not set 
forth any steps involved in the method/process, it is unclear what method/process applicant is 
intending to encompass. 

Appropriate correction is required. 
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Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. § 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
maqner in which the invention was made. 

Claims 1-14 are rejected under 35 U.S.C. § 103(a) as being unpatentable over Ballard 
(US 6,777,623 B2). 

Regarding claims 1-6, Ballard teaches a surgical sponge (1 1 1) comprising a radiopaque 
marker (301) including barium sulfate (col. 5, lines 10-38). 

Ballard is silent as to the specific density or size of the marker. 

Mere changes in size, weight or shape are not sufficient to patentably distinguish an 
invention over the prior art. In re Rose , 220 F.2d 459, 105 USPQ 237 (CCPA 1955) (Claims 
directed to a lumber package "of appreciable size and weight requiring handling by a lift truck" 
where held unpatentable over prior art lumber packages which could be lifted by hand because 
limitations relating to the size of the package were not sufficient to patentably distinguish over 
the prior art.); In re Rinehart, 531 F.2d 1048, 189 USPQ 143 (CCPA 1976)("mere scaling up of 
a prior art process capable of being scaled up, if such were the case, would not establish 
patentability in a claim to an old process so scaled." 531 F.2d at 1053, 189 USPQ at 148.). 

In the instant case, it is well known in the art that increased density and size of a barium 
marker increase its ability to be detected by an X-ray. (see, e.g., Dyer, US Pat. No. 4,639,253, 
col. 3, lines 4-12). 
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At the time of the invention, it would have been obvious to one of ordinary skill in the art 
to maximize the size and/or density of a barium sulfate marker in a surgical sponge in order 
make it more readily detectable by an X-ray. 

Regarding claims 7-10 and 12, Ballard teaches a marker that has distinctive shapes such 
as an oval, which is detectable by an X-ray (col. 5, lines 25-38). 

Regarding claim 11, Ballard teaches that a remotely detectable electronic article tag may 
be used, such as a radio wave transmitter (col. 5, lines 1-10). This embodiment is one of several 
which are described as being useful as a marker tab. Although the reference does not mention 
simultaneous use of two types of marking technologies in one marker device, both RF 
transmitting and radiopaque markers are widely used in surgical sponges. 

At the time of the invention, it would have been obvious to one of ordinary skill in the art 
to combine two types of marking technologies in a sponge marker in order to provide for 
redundant operation. If one technology fails to show up on a X-ray, the chances of detecting it 
are much greater if there is a second, different type of marker. 

Regarding claims 13 and 14, it is very well known in the art to incorporate various types 
of radiopaque markers in surgical sponges for the purpose of determining whether one was left in 
a patient. Because they are radiopaque, it would have been obvious to one of ordinary skill in 
the art to subject a patient suspected of having an internal sponge (1 1 1) to an X-ray, because X- 
rays readily show any radiopaque material. Also, one a sponge has been identified in a patient, it 
would have been obvious to operate on the patient to remove it before the onset of infection. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Bogart whose telephone number is (571) 272-4933. 

In the event the examiner is not available, the Examiner's supervisor, Larry Schwartz 
may be reached at phone number (571) 272-4390. The fax phone number for the organization 
where this application or proceeding is assigned is (703) 872-9306 for formal communications. 
For informal communications, the direct fax to the Examiner is (571) 273-4933. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (571) 272-3700. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair2direct.uspt0.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Michael Bogart 
20 June 2005 



Larry I. Schwartz 
Supervisory Patent Examiner 
Group 3700 




